




Indications for Use

510(k) Number (if known): K061058

Device Name: Neozoline Ventilation Tubes

Indications For Use:

The largest patient population are children between 4 months and 6 years of

age (but not exclusively). Otological ventilation tubes are indicated for patients
with:
- Chronic or recurrent otitis media with persistent effusion (OME).
- Recurrent acute otitis media.
- Acute otitis media with complications.
- Eustachian tube dysfunction resulting in one or more of the following:

significant and symptomatic hearing loss, otalgia, vertigo, and tinnitus.
- Hearing loss resulting from bilateral chronic middle ear effusion.

Prescription Use I/ AND/OR Over-The-Counter Use
(Part 21 CFR 801 Subpart D) (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF
NEEDED)
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